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To Whom it May Concern:

Comments on ~ion drafl o~~ avmlhty of Wproved An
.,

imal D~

&h&n!2r Spe& ~ h

I would like to replyto your agency’srequ$stfor commentsand suggestionson the
above drafl dated December 19*, 1997, I note that several of my comments in my original
commentsof last Septemberm rcflcctcdInthe discussiondrafi and I ~;’ouldremindyou that I am
a veterinarian employed at a College of Veterinary Medicihe and the Southern Drug Coordinator
in the NRSP-7 program. The views I am expressing here are my own and do not necessarily
reflect those of my Institution or of the NRSP-7 pro~ratn.

In September I wrote that any changes in the approval process should not create

secondclamdrugs with inferiorbackground, My ma..ordissensionfromthe draft is proposalH
that proposes lesser standards for minor species/uses approval. I believe that if approval is so
neededthen the conditionalroute wou!dbe preferablein $oyiding immediatereliefto new and
urgent problemswhileprovidingstrong incentiveto completethe approvalpacket.

Taking the other sections I would commerlt generally that the financial gain to a
sponsor should be specific and not aimed at increasing prdfit hoping it will be invested in
supplemental work. I am an idealist but enough of a reali$t to believe such undirected incentives
are a waste of tax-payer’s money, Modifications to extralabel restrictions (A) seem duplicative of
G [conditional approvals]. I would prefer the stronger in~entive to develop data towards an
INAD be used as the carrot.

All of the suggesticmsfor removalofdisin~entives(B) seemvery timelyand would
be productive. Obviouslyin discussingincreasedfinding for existingprogramsI have a ccmtlict
of interestbut stillfavor increasedfi.mdingand fi,mctionof the NRSP=7program. In fact that
group is alreadyproposingsuchchangesin it’s renewalpackagecurrentlybeingprepared. The
panel of outside reviewers appointed by the IJSDA to critique the program has also advocated

——.



this, I think developmentof other programsbased on the NRSP-7 mode!wou!dbe dup!iwtive
and, withoutFDiA,input/association,wouldbe less effecti~’eand nny !wxm the impact of the
original NRSP-7 project. The establishment of a minor species database in the FDA with a
dedicatedFTE seemswastefuland lackingclear definition.

Incentivesare obviouslyneed~dbut I cannot agreewith the concept of increasing
income on major claims to perhaps spur minor species work as noted above, The exclusivity
increasesand tax credits seemto lead one to an orphandrug programclone. As I stated in
September,I am very muchin favor of givingmanufacturer’sresiduework “significantnew data”
status although1think it importantthat such data be freely available to accepted residue database
groups for use in advice and analytic development, were, as a .FARADdirector I must declare a
possibleconflictof interest].

From earlier comments, I can be correctly predicted as being as favoring statutory
WtGgO~ of minoruse animaldrugu(F)

Xam not certainhow to interpret the conditional approval as regards to the
different levels of’concern (G). I think if human safety is protected by use of’robust withdrawal
tiniw and knowledgeof a drug’spham~acodynamicsto allowevaluationof the humantoxicity
risk, even food animals should be allowed to benefit from this concept. I think the safeguard
limitations suggested in the draft would be essential in allowing this flexibility,

Yours truly,

AlistairI. Webb,BVSc,PhD,FRCVS
Professor of Ciinical Pharmacology and
Southern RegionDrug Coordinator,NRSP-7


